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DETAILED ACTION 
Status of Application, Amendments, and/or Claims 

Applicants' amendment filed on 10/12/2006 has been entered in full. Claims 4 and 6 
have been amended. Claims 20-22 have been added. Claims 1-23 are pending. Claims 
1-7 and 20-23 are under consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a. prior Office Action. 

Withdrawn Objections and/or Rejections 

The rejection of claims 4-7 under 35 U.S.C. 112, first paragraph for written description 
has been withdrawn in view of amended claims. 

Claim Rejections Under 35 U.S.C.§ 101 and §112, 1 st Paragraph 

The rejections of claims 1-7 under 35 U.S.C. § 101 and 35 U.S.C. §112, 1 st paragraph 
are maintained for the reasons set forth in the previous office action. New claims 20-23 
are also rejected on the same basis. 



Applicants cite a number of references and argue that UTP is known in the art as a 
therapeutic for Cystic Fibrosis. 
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Applicants' argument has been fully considered, but is not deemed to be persuasive 
because the instant invention is drawn to an isolated antibody that binds to a protein 
receptor comprising SEQ ID NO: 2 and a composition comprising the antibody. The art 
recognized utility for UTP does not renders the instant claimed invention a specific and 
substantial utility because there is no structural or functional link between UTP and 
antibody that binds to the protein comprising SEQ ID NO: 2. 

Moreover, as taught in the art, UTP activates a number of receptors, not only one. For 
instance, Nicholas et al. teach that UTP activates both P2Y2 and P2Y4 (Molecular 
Pharmacology 50:224-229, 1996; see, e.g., Abstract;. There is no evidence on the 
record showing that UTP is the natural ligand of the receptor of SEQ ID NO: 2 and 
exerts such a therapeutic effect via the protein receptor comprising SEQ ID NO: 2. 

Applicants cite a number of references and argue that there is a reasonable correlation 
between the activity in question (UTP mediated signaling of P2Y4 (SEQ ID NO: 2) and 
the asserted utility (treating cystic fibrosis). That is, the actions of extracellular 
nucleotides (UTP) are mediated by P2Y4 receptors as disclosed in the specification, 
and that P2Y4 receptors are a therapeutic target for the treatment for cystic fibrosis, as 
asserted in the specification. 

Applicants' argument has been fully considered, but is not deemed to be persuasive for 
the following reasons. First, the effective filing date of the instant application is 
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considered to be 11/12 1998, i.e., the filing date of 09/077173, whereas the claimed 
earliest foreign priority date is 11/21/1995. Thus, all cited references are after the 
effective filing date of the instant application, not prior to the effective filing date of the 
instant application (top of page 9 of Applicant's response). Otherwise, the instant claims 
would be rejected based upon a prior art rejection using the art cited by Applicants in 
the present response. 

Secondly, the instant specification asserts that the polypeptide of SEQ ID NO: 2 is a 
pyrimidinergic receptor, preferably a UTP-specific receptor (lines 25-27 of page 2) and 
an agonist or antagonist may be used in a pharmaceutical composition in the treatment 
of cystic fibrosis (lines 10-11 of page 7). These asserted utilities are not specific and 
substantial because they do not identify or reasonably confirm a "real world" context of 
use. The assertion that an agonist or antagonist may be used in a pharmaceutical 
composition in the treatment of cystic fibrosis (lines 10-1 1 of page 7) is a clear invitation 
for further research because either an agonist or antagonist, not both, may be used for 
treatment of cystic fibrosis. More importantly, the disclosure neither identifies the 
biological functions of the polypeptide of SEQ ID NO: 2 nor establishes a causative link 
between the polypeptide of SEQ ID NO: 2 and cystic fibrosis. Clearly, further research 
would be required to identify the physiological roles of the molecules of the present 
invention, to establish a causative link between the polypeptide of SEQ ID NO: 2 and 
cystic fibrosis. 
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Thirdly, the sequence and prior art search does not reveal that the polypeptide of SEQ 
ID NO: 2 of the present invention or the antibody that binds to the polypeptide has a 
well-established utility. The specific physiological roles of the polypeptide of SEQ ID 
NO: 2 remain elusive even after the filing date of the instant application. As taught by 
Nicholas et al. (Molecular Pharmacology 50:224-229, 1996J, "unambiguous evidence for 
regulated release of uridine nucleotides is needed to confirm the physiological 
importance of pyrimidinergic receptor-signaling responses (the third paragraph of right 
column of page 228). Even the specific cellular activities of uridine nucleotides, the 
ligand of the receptor protein of SEQ ID NO: 2 of the present invention, remain 
unproved (top of left column of page 229). 

The cited references by Applicants report various studies related to P2Y4 receptor and 
UTP; they do not establish a causative link between the polypeptide of SEQ ID NO: 2 
and cystic fibrosis. The cited references by Applicants clearly document that even after 
the effective filing date of the instant application, the functional activities of the P2Y4 
receptor is unclear and researchers in the field still investigate the physiological roles of 
the polypeptide of SEQ ID NO: 2. Thus, the claimed invention is not useful in its current 
form under 35 U.S.C. 101. 
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Claim Rejections under 35 USC § 112, 1 st paragraph (Written description) 

The rejection of claims 2 and 3 under 35 U.S.C. 112, first paragraph, is maintained for 
the reasons set forth in the previous office action. New claims 20-23 are also rejected 
on the same basis. 

Citing case law, Applicants argue that the structure and functional properties of the 
claimed antibodies are disclosed in the instant specification, they meet the written 
description requirement. 

Applicants 1 argument has been fully considered, but is not deemed to be persuasive 
because while providing adequate description for an antibody that binds to the 
polypeptide comprising SEQ ID NO: 2, the instant disclosure fails to provide adequate 
description for an antibody that is an agonist or antagonist of the polypeptide comprising 
SEQ ID NO: 2. The specification does not disclose the structural features of an antibody 
that acts an agonist or antagonist. The specification does not even disclose a single 
antibody that is an agonist or antagonist of the polypeptide comprising SEQ ID NO: 2. 

Citing Example 16 of the Written Description Guidelines issued by the USPTO, 
Applicants argue that because the instant disclosure meets the criteria with respect to 
the antigen P2Y4, the disclosure meets the requirement under 35 U.S.C. 112, first 
paragraph, as providing an adequate written description of the claimed invention. 
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Applicants' argument has been fully considered, but is not deemed to be persuasive 
because Example 16 is related to an antibody, not an antibody that acts as an agonist 
or antagonist. Moreover, as acknowledged in the specification (line 11 of page 18), no 
specific antagonist was available for any P2Y subtype at the time of the filing of the 
instant application, further indicating that producing an antibody that acts as an agonist 
or antagonist of the antigen that the antibody binds is not conventional in the art. Thus, 
Applicants were not in possession of the invention of claims 2, 3, and 20-23. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruixiang Li whose telephone number is (571) 272-0875. 
The examiner can normally be reached on Monday through Friday from 8:30 am to 5:00 
pm. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on (571) 272-0835. The fax number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov . Should you 
have questions on access to the Private PAIR system, please contact the Electronic 
Business Center (EBC) at the toll-free phone number 866-217-9197. 

Ruixiang Li, Ph.D. 
Primary Examiner 
December 28, 2006 



